Efficacy and Safety of Intravesical
Cretostimogene Grenadenorepvec Plus Gemcitabine
in High-Risk BCG-Exposed Or BCG-Unresponsive

Non-Muscle Invasive Bladder Cancer
CORE-008 Cohort CX

For individual reference only.
M atth ew M oSsSsSanen y M D y M P H The information accessed
through this QR code is
intended solely for individual

Presented at the New England Section of the reference and should not be

altered, modified, or reproduced

American Urological Association Annual Meeting
October 24, 2026

)

o Dana-Farber | [iiy Mass General Brigham




Disclosures

* CG Oncology: Clinical trial investigator, consultant
* Urogen: Advisory board

* Watershed: Steering committee, stocks

* Ferring: Advisory board, research support

* Pfizer: Advisory board

* MGB MIT: Research funding

Dana-Farber |y
Cancer Institute !% Mass General Bngham



Rationale for Novel Intravesical Combination Strategies in HR-NMIBC
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‘CORE-OO8) Phase 2 Trial Design and Treatment Schedule

Cretostimogene Combination  Prior BCG and
Treatment — Presented with CIS/HGTa recurrence at
first evaluation (BCG-resistant) or
BCG-UR/BCG-E d
Study Cohort C Cohort c;pnse > — Recurred outside of the BCG-
(n=59) unresponsive window following

| |
Patient CIS and/or adequate BCG, or
Population HG Ta/T1 — Recurred within 24 months after

| inadequate BCG

1:1 BCG-Unresponsive

\ \ Participants who received adequate BCG
Concurrent Sequential

creto+GEM creto+GEM (5+2) and present with
] [l « HG T1 at first evaluation following induction

BT course,;
Endpoint HEAER « HG Ta/T1 within 6 MO,
« CIS within 12 mo

BCG: bacillus Calmette-Guérin; CIS: carcinoma in situ; CR: complete response; CT: computed tomography; HG: high grade; HG-EFS: high-grade event-free survival; Dana-Farber ) R
Concurrent: Same-day administration of cretostimogene (first) followed by gemcitabine throughout induction and maintenance. _ _ W Cancer Institute i Mass General Br|gham
Sequential: Two weekly cretostimogene instillations followed by one gemcitabine instillation (Weeks 1, 2, 4, 5 vs Weeks 3, 6), continued in maintenance. _—

Efficacy assessments based on local pathology review.




Core-0o8) Treatment & Assessment Schedule

-m Maintenance/Follow-up

Month 0 3 6 9 12 15 18 21 24 30/36

Ext. Maintenance/
Long-Term Follow-up

ST MM T M
o A

@ IVE creto IVE GEM B concurrentcreto + gemcitabine

* Re-induction allowed for patients with HG Ta and/or CIS at Month 3

°* Assessments include cystoscopy & cytology every 3 months; CT/MRU every 6
months

° Clinic-based instillation

BCG: bacillus Calmette-Guérin; CIS: carcinoma in situ; CR: complete response; CT: computed tomography; HG: high grade; HG-EFS: high-grade event-free survival; Dana-Farber

—
Concurrent: Same-day administration of cretostimogene (first) followed by gemcitabine throughout induction and maintenance. . 1111 i
Sequential: Two weekly cretostimogene instillations followed by one gemcitabine instillation (Weeks 1, 2, 4, 5 vs Weeks 3, 6), continued in maintenance. W Cancer Institute — Mass General Bngham

Efficacy assessments based on local pathology review.




Patient Demographics & Baseline Characteristics

Patients in Safety Dataset (N=55)

Sex, Male n, %

43

78.2

Age in Years, Median, IQR 75 (66-79)
Age in Years, Categories, n %
<65 10 18.2
=65and <75 17 30.9
=75 28 50.9
ECOG PS, n, %
0 48 87.3
1 6 10.9
2 1 1.8
HR NMIBC T-Stage at Study Entry, n, %
CIS +/- HG Ta/T1 28 50.9
HG Ta/T1 27 49.1
BCG History, n, %
Median BCG doses (IQR) 7.0 6-13
BCG-Exposed 36 65.5
BCG-Unresponsive 19 34.5

* All patients enrolled from the
U.S.; multiple care sites

- 80.0% community
- 20.0% academic

* Majority of patients are:
- Male (78.2%)
- White (92.7%)
- > 65 years (81.8%)
* Cohort generally well-balanced

across concurrent and sequential
treatment arms

BCG: bacillus Calmette-Guérin; CIS: carcinoma in situ; ECOG PS: Eastern Cooperative Oncology Group
performance status; HG: high grade; HR: high risk; NMIBC: non-muscle invasive bladder cancer




ICore-008) Efficacy in CORE-008 Cohort CX

Primary Endpoint: High-Grade Event-Free Survival Secondary Endpoint: CR at Any Time
ITT, n=55 CIS Containing Population

92.3% ° High CR rates in
1000 85.7% 9%Cl.749-991  hoth concurrent
95% CI, 67.3-96.0 and Sequential

arms, with
overlapping Cls

N
L

Estimated HG-EFS
70+ at Month 3

96.0% 89.5%

1
Estimated HG-EFS

at Month 6
Crat * CR outcomes
b directionally
consistent with

primary endpoint

Intention to Treat Evaluable

. (95% CI: 84.0 — 99.0) (95% Cl: 76.6 — 95.5)

CR at Any Time (%)
(3))]
(==

40

N
L

30

20

oL 28) (n=26) findings (HG-EFS)

CR Rate % (n/N) 95% CI

% Censored
— Overall
104 == Arm 1 (Concurrent)
= = Arm 2 (Sequential)

High Grade Event-Free Survival (%)

0

3 | | 5
Time From First Treatment to Reinduction (months)

Concurrent (51.6, 97.9)

%
83.3%

10 /12 patients
Efficacy data cutoff as of 13MAR2026; efficacy assessments based on local pathology review.
BCG: bacillus Calmette-Guérin; CIS: carcinoma in situ; CR: complete response; HG: high grade; HG-EFS: high-grade event-free survival; ITT: 0
intention to treat; HG-EFS defined as high-grade recurrence/persistence, progression to T1, progression to T2+ and death from any cause. CR 87 5 /o
defined as having negative cystoscopy, urine cytology, and biopsy (as indicated). CR analysis includes BCG-Exposed and BCG-Unresponsive H =
patients. Two patients with CIS at baseline were found with HG T1 at Mo 6. *Intention to treat (ITT) population CX (Arm 1/Concurrent; Arm Seq u e ntlal . (6 1 . 7 y 98 . 5)
2/Sequential). **Efficacy evaluable population includes patients who have received at least four doses of cretostimogene, meet the definition of 14 /1 6 patlents
BCG-Unresponsive/BCG-Exposed and have completed a protocol-defined efficacy assessment at Month 3. Includes all participants randomized.




Favorable and Well-Tolerated Safety Profile

Preferred Term Overall * 0% Grade 2 3 TRAEs, SAEs or deaths

(MedDRA v.26.1) (n=55)
Grade 1-2 Grade >3 . 99:97% (47/55) completed all protocol-
n (%) n (%) defined treatments
Patients with = 1 36 (65.5 %) 0 (0) « Arm 1 (Concurrent)- 71.4% (20/28)
TRAE ' .
_  Arm 2 (Sequential)- 100% (27/27)

Treatment-Related AE reported in 2 10% _ _ _
patients * No patients discontinued on Arm 2

Bladder Spasm 26 (47.3)  0(0) (sequential) due to TRAE

Dysuria 19 (34.5) 0(©) * 4 patients withdrew from Arm 1

Pollakuria 14 (25.5) 0 (0) (concurrent) for persistent grade 1-2

_ localized TRAEs

Fatigue 10 (18.2) 0 (0) | | _

Micturition * No difference in the proportion of

Urgency 8 (14.5) 0 (0) patients with AEs between arms

Hematuria 6 (10.9) 0 (0)
AE S cin ek eda Dty o Roir Al A, s s shon, TRAE, oot e achro oo p DanaFarber I Mass General Brigham

Sequential: Two weekly cretostimogene instillations followed by one gemcitabine instillation (Weeks 1, 2, 4, 5 vs Weeks 3, 6), continued in maintenance.



CORE-008 Cohort CX: Summary and Conclusions

°* The combination of cretostimogene and gemcitabine demonstrates
robust clinical efficacy and safety in BCG-exposed and
BCG-unresponsive NMIBC

* Comparable efficacy observed in both concurrent and sequential arms

* Sequential administration of intravesical cretostimogene and
gemcitabine was well-tolerated and supports the feasibility of
iIntravesical-only treatment strategies

* Continued follow-up is underway with SWOG ARCIS and CORE-
008 Cohort E (xCEED) trials to further characterize longer-term
outcomes

——
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